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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH (S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 16 January 2002 . 
2a)D This action is FINAL. 2b)l3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11 1 453 O.G. 213. 
Disposition of Claims 

4) S Claim(s) 1-112 is/are pending in the application. 

4a) Of the above claim(s) 34.35.54-57.59-71.76-95 and 103-108 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 1-33.36-39.42-53.72-75.96-102 and 109-112 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

11) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) 13 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)IElAII b)Q Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

1) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) ^ Information Disclosure Statement(s) (PTO-1449) Paper No(s) 4 . 6) □ Other: 
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DETAILED ACTION 

Receipt of election filed 1-16-02 is acknowledged. 

1 . Applicant's election without traverse of 1-16-02 in Paper No. 6 is acknowledged. 

2. Claims 34-35, 54-57, 59-71 , 76-95, 1 03-1 08 are withdrawn from further 
consideration pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected asdf, there 
being no allowable generic or linking claim. Election was made without traverse in 
Paper No. 6. 

Claim Rejections - 35 USC § 112 

3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claims 1-33, 36-39, 72-75, 109-112 are rejected under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not described in the specification in 
such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed 
invention. These claims require that the silicon implant erodes. However, the art shows 
a discrepancy in that implants of the same silicon do not appear to be degradable. 
Clarification is requested 

5. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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6. Claims 9, 16, 18, 29, 30, 50, 52 rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

7. A broad range or limitation together with a narrow range or limitation that falls 
within the broad range or limitation (in the same claim) is considered indefinite, since 
the resulting claim does not clearly set forth the metes and bounds of the patent 
protection desired. Note the explanation given by the Board of Patent Appeals and 
Interferences in Ex parte Wu, 10 USPQ2d 2031 , 2033 (Bd. Pat. App. & Inter. 1989), as 
to where broad language is followed by "such as" and then narrow language. The 
Board stated that this can render a claim indefinite by raising a question or doubt as to 
whether the feature introduced by such language is (a) merely exemplary of the 
remainder of the claim, and therefore not required, or (b) a required feature of the 
claims. Note also, for example, the decisions of Ex parte Steigewald, 131 USPQ 74 
(Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 86 
USPQ 481 (Bd. App. 1949). In the present instance, claim 16 recites the broad 
recitation at least 3%, and the claim also recites at least 4% or 5% which are narrower 
statements of the range/limitation. Also, claim 18 recites the broad recitation 3-60%, 
and the claim also recites 3% to 10% and 10% to 60% which are narrower statements 
of the range/limitation. Also, claim 30 recites the broad recitation at least of the order of 
ten, and the claim also recites and preferably at least of the order of a hundred which is 
the narrower statement of the range/limitation. 
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8. The term "substantially" in claim 29 is a relative term which renders the claim 
indefinite. The term "substantially" is not defined by the claim, the specification does 
not provide a standard for ascertaining the requisite degree, and one of ordinary skill in 
the art would not be reasonably apprised of the scope of the invention. Therefore, the 
term "the same" has been rendered indefinite. 

9. The term "substantially" in claim 52 is a relative term which renders the claim 
indefinite. The term "substantially" is not defined by the claim, the specification does 
not provide a standard for ascertaining the requisite degree, and one of ordinary skill in 
the art would not be reasonably apprised of the scope of the invention. Therefore, the 
term "the whole of its volume" has been rendered indefinite. 

10. Claim 9 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite in 
that it fails to point out what is included or excluded by the claim language. This claim is 
an omnibus type claim. 

1 1 . Claim 50 provides for the use of a photolithographic technique, but, since the 
claim does not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where it 
merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

Claim Rejections - 35 USC § 101 

12. Claim 50 is rejected under 35 U.S.C. 101 because the claimed recitation of a 
use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 
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35 U.S.C. 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Claim Rejections - 35 USC § 102 

13. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) do not apply to the examination of this application as the application 
being examined was not (1) filed on or after November 29, 2000, or (2) voluntarily 
published under 35 U.S.C. 122(b). Therefore, this application is examined under 35 
U.S.C. 102(e) prior to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

14. Claims 1-4, 6-7, 9-15, 19-33, 36-39, 42-53 are rejected under 35 U.S.C. 102(b) 
as being clearly anticipated by Canham et al (WO 97/06101 ; hereafter '101). 

'101 discloses silicon implants that release an active agents. 

15. Claims 1-4, 6-7, 9-15, 19-33, 36-39, 42-53 are rejected under 35 U.S.C. 102(e) 
as being clearly anticipated by Santini, Jr. et al (5,797,898; hereafter '898). 
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'898 discloses implantable silicon microchips that release an active agent. '898 
also discloses that the implants are etched with chemical or ion etching techniques and 
that caps covering the reservoirs are erodable. 

Claim Rejections - 35 USC § 103 

16. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

17. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

18. Claims 1-4, 6-7, 9-15, 19-33, 36-39, 42-53 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Santini, Jr. et al (5,797,898; hereafter £ 898). 

'898 teaches implantable silicon microchips that release an active agent. '898 
also teaches that the implants are etched with chemical or ion etching techniques and 
that caps covering the reservoirs are erodable. 
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19. Claims 1-4, 6-7, 9-15, 19-33, 36-39, 42-53 are rejected under 35 U.S.C. 102(b) 
as being clearly anticipated by Canham et al (WO 97/06101 ; hereafter '101). 

'101 teaches silicon implants that release an active agents. 

20. Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Santini, 
Jr. et al (5,797,898; hereafter '898) in view of Wolfrom et al (4,326,523; hereafter '532). 

'898 teaches implantable silicon microchips that release an active agent. '898 
also teaches that the implants are etched with chemical or ion etching techniques and 
that caps covering the reservoirs are erodable. '898 does not teach administration of 
the instant microminerals 

'523 teaches administration of the instant microminerals with an implant. 

Accordingly, it would have been obvious to one skilled in the art at the time of the 
invention to administer the instant microminerals with the device of '898 with a 
motivation to control their release. 

21 . Claims 1-4, 6-7, 9-15, 19-33, 36-39, 42-53, 72-75, 96-102, 109-1 12 are rejected 
under 35 U.S.C. 103(a) as being unpatentable over Santini, Jr. et al (5,797,898; 
hereafter '898) in view of Pogge et al (3,919,060; hereafter '060). 

'898 is relied upon for all that it teaches as stated previously. '898 does not 
teach the instant percentages nor depth of the element from the sample surface. 
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'060 is relied upon for teaching etching of semiconductor materials with an acid 
such as hydrofluoric acid and that doing so results in deeper etches. 

Accordingly, it would have been obvious to one skilled in the art at the time of the 
invention to etch the devices of '898 with the process of '060 to produce deeper etches 
in the surface of these products with the motivation of etching deeper reservoirs capable 
of holding greater amounts of active agent. 



22. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Todd D Ware whose telephone number is (703) 305- 
1700. The examiner can normally be reached on M-F, 8:30 AM - 5 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K Page can be reached on (703)308-2927. The fax phone 
numbers for the organization where this application or proceeding is assigned are (703) 
308-4556 for regular communications and (703) 308-4556 for After Final 
communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
1234. 



Conclusion 



tw 

March 24, 2002 




